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Mareh 28. 2008

VIA EMAIL

Mr. Julius Knapp
Chicf of thc Office of Engineering & Technology
Fcdcral Communication Commission
445 12'h SI. SW
Washington, DC 20554

RE: Letter of Request for FCC Recognition

Dcar Mr. Knapp:

FILEDIACCEPTED

S[P - 32009
Federal COmflllJflicalions Com . .

Off ' m/sslOll
Ice 01 tile Secretary

ACLASS Accreditation Serviccs, An ANSI-ASQ National Accreditation Board Company, is an
accreditation body in the United States providing laboratory accreditation to ISO/IEC 17025. ACLASS is
rcqucsting to be recognized by the FCC as an accreditation body for dcclarolion of conformity for EMC
laboratorics as well os forthc TCB programs undcr47 CFR Parts 15 and 18.

ACLASS is a division within thc American National Standards Institutc (ANSI). which is
currently recognized by thc FCC and NIST under the NVCASE program to provide accreditation to
telecommunication ccnification bodics. ACLASS is a signatory to scveral mutual recognition
arrangemcnts (MRA) including thc worldwide Intcmational Laboratory Accrcditalion Coopcrotion
(ILAC) MRA. In order 10 bc a signalory to the ILAC MRA, ACLASS was rcquired to undcrgo a
thorough pccr cvaluation of our proccsses as wcll as our tcchnical compctcncy to ISO/IEC 17011. For
your convenience I have cnclosed copics of our mutual rccognition arrangcmeots showing ACLASS
mcets and was found in compliance with ISO/IEC 17011.

ACLASS possesscs the neccssary competcncc. technical assessors and commitmcnt to conduct
EMC aeercditation activities. As an ANSI company. we arc coordinated with other ANSI staff within thc
current FCC-NIST-ANSI collaboration as wcll as capablc of providing scrviccs to laboratorics in Ihe
spccific FCC scopes. Bccause of our relationship with ANSI. wc are able to sharc resources. including
the sharing oftechnicat asscssors and othcr administrativc resources. Moreover. ACLASS is currently in
the proccss of being cvaluatcd by NIST under its NVCASE program.

ACLASS is wcll recognized within industry and goverMlent for our accrcditations to ISO/IEC
17025. For your convcniencc. I havc cnclosed cxamplcs of industry and goverMlent acceptance of
ACLASS accreditations.

If you have any questions pleasc do not hesitatc to contact me directly at 703-351-9139 x203 or
cmail at kcith.grceaaway@aclasscorp.com.

Warm Regards,

(,J... t::---.
~

Kcith Grceaaway
Vice Presidcnt
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November 6. 2008

RE: Accreditation Assessment

Dear John:

CLASS \ ccredilation '\ervices

Attached is a copy of your Accreditation Assessment Report. This report dctails the results oHhe
ACLASS assessment of on November 5-6, 2008.

The corrective action plan for the 2 major and 4 minor nonconfonnities must be submitted wilhin 30 days
to ACLASS. Based on the results orthis assessment and submission ofacceptable eorrectivc actions.

is:

RECOMMENDED HOLD ACCREDITATION

Upon receipt of acceptable corrective action responses. our process requires the establishment of the
Accreditation Review Panel. The purpose of the panel is to review your accreditation reports for
technical compliance to the ACLASS requirements for ISO/IEC 17025. Please keep in mind that your
corrective action responses arc due within thirty days from the date of your recent assessment and the
review panel process will not occur umil your corrective action responses have been reviewed and
accepted by thc assessment team.

ACLASS as your accreditation body. We look forward to continuing our work

If you have any questions please contact ACLASS.

Sincerely,

Terry Burgess
ACLASS Assessor

2(109 N. 14'" Stre.1. Suite 5021 Arlington, VA 222011 703.351.91391 www.acla..corp.colll •
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ACLASS Accreditation Assessment Report

November 6. 2008

COMPANY:

LGlCAl'ION,
~

CONTACT:

PHONE:

FAX:

EMAIL:

STANDARD:

DESCRIPTION OF
SCOPE:

DATE(S) OF
ASSESSMENT:

\..ljQ.,!,~EC 17025:2005

EMC Testing

'..
November 5-6. 2008

DOCUMENTATION: Management System Manual. Test Procedures

ASSESSOR(S):

ATTACHMENTS:

DISTRIBUTION:

Terry Burgess. Steve Berger (expert)

A - Opening Meeting Checklist & Attendance Sheel(s)
B - Confidentiality and Conflict of Interest Statement(s)
C - Accreditation Assessment Schedule/Agenda
D - Accreditation Checklists
E -l'lw,-Confonnance Records
F - Accreditation Recommendation Record
G - Closing Meeting Record
H - Final Draft Scope
I - PT/ILC Summary Report Fonn IS

Customer Represenlative I ACLASS Office



..

Summary of Accreditation Assessment Report

.;TiihjjiiSiireilPiio.rtiisjum.l.niBtiiiziiieiisIhe results of the Accreditation Assessment ot•••••••••_.
" 10 ISO/IEC 1702S by ACLASS.

During the course of the assessment, the team noted the following:

• Review of proficiency testing/inter-Iabomtory comparison requirements showed evidence of
panieipation as of the assessment visit.

• The internal audit program covers all requirements of ISO/IEC 1702S.

• Staff technical qualifieations;'experienee and authority were appropriate and evident.

• Adequacy oforganization and procedures is appropriate to the size of the company.

• The labomtory's physical layout and accommodations were appropriate for the activities
perlonned.

• All noneonformitil\' identified during the assessment were reviewed and discussed with the
management.

Considering this assessment is a sample. each of the noneonformities and observations should be
reviewed in such a manner as to assure that they do not exist in other clements or other portions of your
quality system. Noneonformities can be found in Attachment F.

There were 2 major. 3 minor noneonformities. and 4 opportunities. The company has 30 days to submit to
ACLASS their corrective action plan for the noneonformities.

The next surveillance will be one year from the date of the accreditation decision or earlier as determined
by ACLASS. Corrective actions will be verified at that time. Based on these findings the assessment team
concluded to:

RECOMMENDED HOLD ACCREDITATION

As stated previously. all reports and records generated as a result of this assessment will remain
confidential. They will not be shared with any other company.

Respectfully Submitted.

Terry Burgess



Attachment A - Opening Meeting Checklist & Attendance Sheet



ACLASS Dtll:UITltnl 2.

CUI.tamer Nome:
L..d Assessor/Presenter:
Dale:

ACLASS OPENING MEETING CHECK SHEET

Marcil I, ZOOH

TOPICS REQUIRED TO BE ADDRESSED:

Introductions

VeritY No Conflici ofintereSl
• Confidentialily and (oomct of Interest Statements

Opening Meeting Anendance Sheet

Verify Scope Dnd RequiremenL..

Assessment Process Reviewed. which includes:
• Sampling Dnd Objecti\'e E\'idenc~

• Checklist
• Non·conforrnance Record
• Daily M~eting

• Definitions of Findings
• Accreditation Summary Sheet
• Recommendation Definitions
• Closing Meeting

Confirm Escon Nam~s

Confinn Working and Meeting Room Pro\'isions

(onfiml Official Communication Links

Mark Box with "X" ijCol'ered

181 YES D NO

181 YES D NO

181 YES D NO

181 YES D NO

181 YES DNO

181 YES DNO

I8IYES D NO

181 YES D NO

Review Assessment Schedule, which includes:
• Working 1I0urs
• Lunch ArrongemenL'\
• Closing Meeting
• Any Changes'!

o (IrYES, nole on copy of schedule and attach to this sheet)

Answer Any Queslions

181 \'ES D NO

181 YES DNO

GENERAL COMMENTS:••••Iaboratory will be visited firsllhing tomorrow morning. Assessment may be
complete in two days.



AClASS 1)t)cufI'll:n( Numtl"... 2

ACLASS ATTENDANCE SHEET

March 1. 2UIU~

Customer Name:
City/State

I Dates:
Name TittelAffiliation OoeninE Closin!!

Tem BurEess ACLASS Assessor X X

SIeve BerEeT ACLASS Exnert X X

X X

George Tannahill FCC Observer X

MarvJo DiBernardo NIST Observer X X

Dan Hoolihan NtST Observer X X



Attachment B - Confidentiality and Conflict of Interest Statement(s)



ACLASS OU(UmCnl .2 ("Ilrm 2 Cunlidenlial No Cantlict "gn:cmtnt Man:h 1. 21)1»1

ACLASS CONFIDENTIAL INFORMATION AND NO CONFLICT OF INTEREST
AGREEMENT

I am a designated Assessor and/or Expert and have executed an agreement with ACLASS
to provide Accreditation Activities to ACLASS. As part of such Agreement, I am obligated to
execute this Confidential Information and No Conflict oflnterest Agreement ("Special
Agreement") for each ACLASS cuslomer for whom I perform Accreditation Activities.

I hereby execute this Special Agreement with respect to Washington Laboratories. Ltd.
I confinn that I have not during the 24 month period prior to the date hereof directly or indireeliy
provided any consulting or othcr services which might reasonably be construed as a conflict of
interest (e.g., any commereial, financial and other pressures) to or on behalfof Customer. I
eonfinn that I will not during the 12 month period succeeding the last day on which [ provide
Accreditation Activities with respect to Customer pursuant to the Agreement or any future
agreement between ACLASS and me, directly or indircetly provide any consulting or other
services which might reasonably be construed as a conflict of interest to or on behalf (including.
but not limited to Accreditation Activities for another accreditation body) to or on behalf of
Customer.

I understand that in order to perform Accreditation Activities with rcspeet to Cuslomer.
ACLASS and/or Customer shall provide me, (I) with materials concerning Customer and records
of Customer which contain confidential infonnation belonging to Customer. and Iii) with access
to Customer's personnel who know confidential information belonging to Customer. which
confidential infonnation is not otherwise generally known by the public and which is called
"Confidential Infomlation" under this Special Agreement.

I shall keep Confidential Information secret and confidcntial, and not disclose such
Confidential Infonnation to any person or entity except for ACLASS. I shall deliver to
ACLASS, or at ACLASS' direction, to Customer all materials and reports (including all copies)
in my posscssion (including manuals, reports. computerized data contained in any fonn) upon
reeeipt ofa written letter from Customer or ACLASS instructing me to return such materials.

I understand that my obligations under this Special Agreement shall survive the
termination of the Agreement.

Designated Assessor.

Dille:

Teny Burgess

November S. 2008



,\( 'LASS lAlI.:umcnl .:! March I, .:!(IO»l

ACLASS CONFIDENTIAL INFORMATION AND NO CONFLICT OF INTEREST
AGREEMENT

I am a desi~"lIated Assessor and/or Expert and have executed an ab>Teement with ACLASS
to provide Accreditation Activities to ACLASS. As part of such Agreement, I am obligated to
execute this Confidential Information and No Conflict ofInterest Agreement ("Special
Agreement") for each ACLASS customer for whom I perform Accreditation Activities.

I hereby execute this Special Agreement with respect to Washington Laboratories. Ltd.
I confirm that I have not during the 24 month period prior to the date hereof directly or indirectly
provided any consulting or other services which might reasonably be construed as a conflict of
interest (e.g., any commercial. financial and other pressures) to or on behalf of Customer. I
confirm that I will not during the 12 month period succeeding the last day on which I provide
Accreditation Activities with respect to Customer pursuant to the Agreement or any future
agreement between ACLASS and me, directly or indirectly provide any consulting or other
services which might reasonably be construed as a conflict ofintercst to or on behalf (including.
but not limited to Accreditation Activities for another accreditation body) to or on behalf of
Customer.

I understand that in order to perform Accreditation Activities with respect to Customer,
ACLASS and/or Customer shall provide me. (I) with materials concerning Customer and records
ofCustomer which contain confidential information belonging to Customer. and (ii) with access
to Customer's personnel who know confidential infonnation belonging to Customer. which
confidential information is not otherwise generally known by the public and which is called
"Confidential Information" under this Special Agreement.

I shall keep Confidential Information secret and confidential. and not disclose such
Confidentiallnfonnation to any person or entity except for ACLASS. I shall deliver to
ACLASS, or at ACLASS' direction, to Customer all materials and reports (including all copies)
in my possession (including manuals. reports, computerized data contained in any form) upon
receipt of a written leuer from Customer or ACLASS instructing me to return such materials.

I understand that my obligations under this Special Agreement shall survive the
termination of the Agreement.

Detlignaled Assessor:

Date:

Sleve Berger

November S. 2008



Attachment C - Accreditation Assessment Confirmation Letter

Accreditation Assessment Schedule



October 24, 2008

RE: Accreditation Assessment

Dear_

This Ictter is (0 contino the dates scheduled for your ISO/IEC 17025 Accreditation
Assessment. Tbe assessment will commence at 9 am on tbe morning of November 5, 2008
and will around noon on November 7. We reserve the right to extend the audit should the
assessor feel more timc is necessary. Please see the attaebed scbedule.

The assessment team will need a place to work from and would appreciate having a
working lunch on the site to make best use of the time. The audit team will consist of the
following:

Terry Burgess
Steve Berger

Ifyou have any questions please do uot hesitate to call.

Sincerely,

Terry Burgess
ACLASS Assessor



ACLASS Accreditation AssessmentIReasseslment Schedule

(SOIlEC 17025:2005

TimelDate Activitv Assessors

9am, Nov 5 Oocninl! meetin!! Terry

9:30 am Laboratory tour Terry/Steve

10 am Bellin ISOIIEC 17025 checklist section 4 Terrv
Witness tests Steve

Noon Lunch

12:300ln Continue section 4 Terry
Continue witnessing Steve

4:45001 Pro!!ress meetin!! Terrv

I 8:30 am, Nov 6 Bellin checklist section 5 Terry
Continue witnessing SIeve

Noon Lunch

12:30 om Conclude section 5 Terrv
Continue wilnessing Steve

4:15 pm ProllfCss meeting Terry

8:30 am Nov 7 Administrative tasks Terry
Conclude witnessing and EMC checklist Steve

II am Closin!! meetin!! Terry



Attarhment D - Arrreditation Cherklists



Form I - ISO/I ..:C 1702~ Ind ,\:\SI1....~.O A('('",dltilion ,\ssnsment ('hedJls. 0.: t ::l.l.)(:t ., .: DO!

Asterisks (*) indicate sections where objective evidence is required.

4. OrganizationlManagemenl

4 I 1· .
Requirements Document A5sessment

Re\'iew Coml11iant
Is the laboratory/parent organization an entity Ihat can be held legally Limited Liability
responsible? Corporalion

leuer
of incorporation

4 I 2· .
Requirements

Documenr Assessment
Review Cumoliant

Is the laboratory canying out testing/calibration activities 10 meet the See below
requirements of the InternationfJI Standard ilDd satisfying the needs of
customers. regulatory authorities. or organizations providing reco~JDitiOil'?

4.1.3

Requirements
Document

Review
Assessment
Com Ham

Does the laborntory"s management system cover work carried oul in the
laboratory's permanent facililieli. at sites away from its pennanent facilitieti. or
in associaled temporary/mobile facilities'? Indicate which apply.

Laboratory
facilities only
covered by scope
( and

labs)

414· .

Requirements Docunlent Assessment
Review Compliallt

If the laboratory is pan of an organization performing activities other than ·Yes
testing or calibration. are the responsibilities of key personnel in the organizational
organization that have all involvement or influence on testing or calibration chart
activities defined in order to identitY potential conflicts of interesl'?

NOTE: When the lab is pllrt ofa larger organization. orgonizational arrangements should be such that departmenl'"
having conflicting interests (such os production. commercial marketing. or financing) do nol adversfly influence Ihe
lab's compliance with the requiremenl'i of the International Standard.

NOTE: If the lab desires 10 be recognized as a third-party Jab. it should be able to demonstrate that it is imparlial
and that it and its personnel ore free from any undue commercial. financial. and other pressures which n'light
influence their technieal judgment. The third-party testing or calibration lob should not engage in any activities that
may endanger trust in its independence ofjudgment and integrity in relation to its testing or calibration activities.
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4. 01];anizationlMal1ilgement (Continued}

h I b.1. oes tea oratorv

Requirement:;: Document Assessmenl
Review Coanpliilnt

• have munugerial and technical personnel ,,·ho. irrespeC'cive Managemenl
of olher responsibilities. have the authority and re.lli.ources System Manunl.
needed to carry out their duties. induding tl1e paragraph
implementation. maintenance. and improvement of Ihe 4.1.5.1
management system. and to identify the occurrence of
departures from the manilgemenl system or from the
procedures for pertbnning tests and/or calibrations. and to
initiule actions to pre\"enl or minimize such depilrt\lres (see
also 5.2)'?

• have alT8ngemenLlii to ensun: management/personnel are Management
free from any undue inlemal/extemal commercial, System Manual,
financial/other pressures/intluences that may adversely paragraph
afTect the quality of their work'~ 4.1.5.2

• have policies/procedures to ensure protection of customers' -Non-Disclosure
confidential infonnation/proprietary rights. including Agreemenl
procedures for protecting electronic storogc/transmission of
resullS'?

• have JX1licies/procedures to avoid involvement in any -Laboratoryl
3Cli\'ities mat would diminish confidence in its competence, Employee Non-
impartiality, judgment, or operational integrity'! Disclosure

Agreement

• defme tl1e organizatiOn/management slrocture of the ·Yes-
laborntory. its plac.e in any pan:nt organization. and organizalional
relationships among quality managemenl, lechnical chart
operations. and support services'!

• specify the responsibilily, authority, and interrelationships ·Org chart and
of all pe""'nnel who manage, perfonn, or verilY worle job descriptions
atTecting the quality ofteststculibration..'!

• provide adequa,e supervision oftesling/calibration stoff, One-on-one
including Iroinees. by persons familiar with methods and lraining
procedures, the purpose of each lesllcalibration, and
a."ilses."iment of the test/calibralion resulLlii?

• have technical management which has overall
re~'PonsibiJiry for technical operations and the provision of (o'll chan and
the resources needed to ensure the required quality of job descriptions)
laboralorv oDerations'!

4 50



Ar:LA~S [,OCIJ:nc nt ~ "'orm I - ISOIIEC 1701S.1td A:\SI1.....ti40 Accredit.lioR AnHSnltnl ChcdJisl O;;:r 0"<;:1 _. ':"OCt,

• have a member ofstaO'who is appointed:l.~ quality ~manilger (however named) who. irrespective of oilier
dutieslre~1"onsibilitjes, has Ihe defined responsibility and job descriplions)
authority for ensuring thatlhe management ~'Ystem is
implemented and followed at all times: does the quality
manager have direct access 10 the highest level of
management pt which decisions are made on loboratory
policy or resourcts'!

• have a member ofstatTwho is appointed as lechnical N/A
manager who has overall responsibility for the lechnical
operations'! {Z-5401

• have deputies appointed ror key managerial personnel (see • Management
note)'! Systen, Manual,

porolP"'ph
4.1.5,6
and job
descrintions

• ensure lhat il'\ peI1ionnel are aware of the relevance and All personnel
importanc.: of their activities and how they contribute to the required to read
achievement oflhe objectives of the management system'! ondsign MSM

NOTE: Individuals nlay have more than one funetion and it may be impractical to appoint deputies for every
fllnclion.

416..
Requirements

Document Assessment
Review Compliant

Does top management en.~re that appropriate communication processes aN: Yes - training
established in the laboratory and that communicotion occurs regarding the pr0lP"'m and
effectiveness of the management system'! weekly

meetinus

4.2 Management System

421..
Requirements

Document Assessment
Review ("ompliant

JIB! the laboratory established, inlplemented. ond maintained a management Yes
system appropriate to the scope of its Beth-hies'!

II., lhe lob documented its policies, system., progro""" procedures, and Yes
iruilructiorui to the extent necessary to as..lliiure the quality of the test/calibration
re~"Ults'?

Is the system's documentation communicated to. understood by. available to. Yes
and implemented by appropriate personnel'!
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422..

Requi",ments
Document Assessment

Review Comolianl
A'" the laboralory's management system policies/objectiYes defined in a • Manageme:nt
qunlity manual (howe\'er named), including a quality policy state:mt:nt'! System Manual

Are overall objecti\'es established and fe\'ie\ved during manageanent review'!

Is the: quality policy stillemenl issued under the authority of lop m:magement'! ·'n MSM
Do~ it include at least the following: signed by

P",sident

• laboratory m::mag.emenfs conunitment to good profes.,;ional practice Management
and to the qUBlity of its t~tinglcolibration in servicing its cuslomers'! System

Manual.
naraJmlnb 4.2.2

• management's slBte:ment of the: laboratory's standard ofseT"ice'! Managemenl
System
Manual,
Dara2ranh 4.2.2

• Purpose oflhe management ~j'stem related to quality'! Yes

0 a requirement that atl pc:rsonnel conce:med with lesting!culibralion Yes
acth·ities wilhin the labomlol}' filmiliarize themseh'es with the quality
documentation and implemenl the policies/procedures in their work?

• laboratory managemenl's commitmenllo comply with this Monagement
IntemaliDnal Silmdord ond to continually improve lhe efTectiveness of System
the management system'! Manual.

paragraph 4.2.2

NOTE: The quality policy stalemo:nt should be conci'e and may include the ",qui",ment that lesL~/calibraliDn.~ will
always be carried oul in accordance wilh staled methods ond CUSlOlt1ers' requirements. When the test/calibration lab
is part of a larger organization, SOlne quality policy elements may be in othe:r documents.

423..
Requirements

Document Assessment
Revie:w Comnliant

Does evidence exist showing top management is committed to Ihe Yes - discussed
development and implemenlation of the management syslem and to with
continually improve its dfectiveness? management
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424· .

Requirements Document Assessment
Re\'iew Comoliant

Doe£ top management communicate to the organization the importance of Yeli - Regular
meeting customer requireOlenl'j as well Lor,; statutory and regulatory meetings and
requiremenl$'! MSM. re-dd by

an personnel,
training: records
reviewed

Does the quality manual or related documentation contain a description afth!!! *NIA
organizDticn und management structure of the laboratory, its place in my
parent organization. and related org.anizDtion charts'! (2-540)

Does it al,o identitY the laboratory's approved signatories (where this concept *NIA
is appropriate)'? (Z-540)

425· .
Requirements

Document Assessment
Review Compliant

Does the quality manual include or make reference to supporting procedures • Management
including technical procedures'! Systen,

Manual,
paragraph 4.2.5

Does the quality manual outline the structure of documentation used in the • Management
management system'! System

Manual,
paragraph 4.2.5
and 4.3.2

426· .
Requirements

Document Assessment
Review CDlltDliont

Are the roles/responsibilities of technical management and me quality " Management
manag!!!r. including their responsibility for ensuring compliance with the System
Internalional Standard. defined in the quality manual'? Manual,

paragraph 4.2.6
and job
descriptions

427· .

Requirements
Document Assessment

Review Comnlinnt
Does top maJ13gemen1 ensure that the integrity of the management !toyslem is Yes - discussed
maintained when chunges to the management system are planned and with
intplemented'! management
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4.2 A.I ACLASS Reauirement - Field (()n-Si(el and Satellile Site Activitits

Requiremenl."
Document Assessment
Re\'iew Comnlian1

Does the quolily menual cover field (on-site) operations. where ilpplicable'? °N/A

Note: This onI)' applies to laborntories thaI perfonn field (on-sile) calibrolion
or te~ing and labore.ories with satellite site!'.

F Id 0 S' ) d S II" S' A ...4 2 A 2 ACLASS R~cnl1rel11ent - ,e I 11- Ite an ate Ite Ite Ctl\'llies

Requirements
Documenl Assessment
Review Comntiant

Has .he laboratory identified the .pecific calibrnlionls) andlor lesl(s) Sofety and
conducted in the field (on-site) and/or at sateHite sites,? Environmenlal

at the &
Note: This only applies to laborotories that perform field (on-site) calibra.ion site - 10 be
or testing and laboratories with satellite sites. identified in the

scone footnotes

4.2 A.3 ACLASS ReQuiremenl - Sote lite Site ActIVIties

Requirements
Documem Assessment

Review Compliant
Is the quality manual a\'ailable to personnel at the setellite Sil~S} and doe... it °MSM 4.1.3
include delllil. of how the quality system i. applied to solellite site(s)'? These
delails shall include at a minimum:

° Ammgements for supervision of rhe sotellit~ site(sl where the sit«.s)
is nof controlled by the corpolllte organization

° Organizational cha.rt of the corporote organization showing lines of
responsibility lind authoriry of the satellite sites.

Note: This only annlies to laboratories with satellite sites.

dS II' S'F' Id 0 S'SS4.2A.4 ACLA ReqUirement - ,e I n- lie) an ate Itt lte ActiVities

RequiremenlS
Document Asses.'iment

Review Comnliant
For organizations performing field (on-site) calibrations or maintaining Ye~

satellite site(s). ore the calibllllion and/or lest repons/cenificates issued from
the corpor.ue site '!

Note: This only applies to loborntories thot perfonn field (on-site) cnlib1'8lion
or testini!. ond laboratories with satellite sites.
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4.3 Document Control

43 1 Genel'ill..
RequirenlenL'i

Document Assessment
Re\'iew COIllPliant

Does the laboratory establish/maintain procedures to conlrol all documents * Management
thaI form part of iL~ management system (internally generated or from external System
sourcts). such as rtgulations. standards. other normative documents. Mllnual.
test/calibration methods. ns well as drawings. software. spcxificalion.l\.. paragraph 4.3.1
inslmction!i. and manuals'!

NOTE: In this conttxl "documenf' could be policy slateinents. proc~ures. specifications. calibration tables. charts.
text books. posters. nolices. memornnda. software. dmwings. plans. elc. These may be on various media. whether
hard copy or electronic. and they may be digital. alllliog. photographic. or ,vriuen.

NOTE: The control of data related to testing/calibration is covered in 5.4.7. The control of records is cO\'ered in
4.13.

4.3.2 Document Approval/Issue

43' I.._.
Requin::menlS Document Assessment

Review Comnlianr
Are all documents i5SU~ to per!tOnnel in the lab 115 part of the management TB-AAOR-Ol
svst~m r~\'i~\wdJapprov~d for use bv aulhorized n~rsonllel orior to issue'!
Is a master list/equivalent docun'lent control procedure identifying curren I • l1l-AAO~-Q1

reviliion status and distribution of documents in the management system
estllblished and readily available to preclude use of invalid/obsolete
documents'!

thdddh4.3.2.2 Do(es} I e nroce ure(s) II opte: ensure al:

RequireRle1ltli
Document AssesJllment

Review COnlulianl

• authorized ~itions ofappropriale documents are available at all TB·AA08-Q1
locillions where operations essential to effective functioning ofthe
lab are perfonned'!

• documents are periodically reviewed Dnd. where necessary. revised TB-AA08-Q1
to eosure continuing suitability and compliance with applicable
requirements'!

• inv.lid1obsolete document' are prompliy removed from all points of Complianl-
issue/use, or otherwlse assured against unintended use? 10cl1ted in

separate roon}

• obsolete documents retained for either !legal or knowledge TB-AA08-Ql
preservation purposes are suitably marked?
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· ..
Requirements Document Asses.c;ment

Review Compliant

Are management system documents generated by the lab uniquely identified'! Yes

Doe~ such identification include the date ofissuclrevision identification, page TB-AA08-0Z
numbering. total number ofpages or a mark 10 5igniry the end orthe
document. and issuing authority{iesl'?

4323

4.3.3 Document Changes

433 I· ..
RequiremenL~

Document Assessment
Review COllmliant

Are changes to docUmenL"i reviewed and approved by the same function that TB-AAOS-OI
pertbnned the original review unless specifically designaled otherwise'!

Do designated personnel have access 10 pertinent background information TB-AAo8-01
upon which to base their review and approval'!

· ..
Requirements

Document As..;essment
Review Compliant

Is (where practicable) the ahered or new lext identified in Ihe document or TB-AAOR-OI
3.pprOpriaLe llunchrnents'?

4332

4333· ..

Requiren\ents Document Assessment
Review ComDliant

If the lab's documentatiDn control system allows for amendment of documenlli ·MSM,4.3.3
by hand pending re-issue of documents. are procedure.~ and authoritie.'i for
such amendments defined'?

I

Are amendments c1e.rly marked. initialed, and dated'! None seen

Is a revised document formally re-issued as soon as proctic.hle'! TB·AAOI-Ol

· . ,

RequiremenlS Document Assessment
Review COJnl1liant

Are procedures established to describe how changes in documents maintained ·MSM.4.3.3
in con1>\Iterized systems are mode and controlled'!

4334
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4.4 Review of RequeslSiTender~/ContraCl"i

44 I..
Requirements Document Assessment

Revi~w ComDlianl
Does the laboratory establish/maintain procedures fOT re\'iew of "MSM 4.4
requests/tenders/contracL",? Do the policies/procedures for these re\'iews leading
10 a contrllcllor testinglealib",tion ensure thai;

" requiremenlli. including metbods 10 be lL.ed. are adequalely defined. Ves
documented, and understood (see 5.4.2)'!

" the laboratory ba.Ii the capability/resource."i 10 meet requirements'! Yes

" lhe appropriate h:stlcalibration melhod is selected Qnd capable of Yes
meeting customers' requirement'i (se~ 5.4.2 r!

Are ~my differences between the request or tender and contraci resol\'ed before Yes
any work commencelii'! Is each contract acceptable to both the lab and
customer?

NOTE: Request/tender/contract re\'iew should b: conducted in a practical/efficient manner. and the efTecl of
financial/legal/time schedule aspect"\: should be taken into account. For internal customers, reviews of
requesls/tenders/contracb can be performed in a simplified way.

NOTE: Review of capability should establish that the lab posse."\:ses !be necessary physical. personnel, and
information resources, and that the lab's per.;onnel ha\'e the skills and expertise necessary for the performance of
testslcalibraliol1."i in question. The review may also encompass results ofearlierparticiplllion in inter-Iaboralory
compurisons or proficiency testing andlor running of trial test or calibration programs using sampleg or items of
known value in order to detennine uncertainties of meo.suremen~, limits of detection. confidence limits. elC.

NOTE: A contract may be any written/oral agreement 10 pro\,ide a customer wilh testing/calibration services.

442..

Requirements Document Assessment
Review C'Ol11nliullt

Are records ofre\'iew, including any significant changes. maintained'? Are "Ves - 10 yea",-
records also nlaintained of pertinent discus~ions with a customer rela'ing to the MSM4.13.2
customer's requirement:i or results oftM: work during the period ofexeeution of
the contracr!

NOTE: For review of rouline and olher simple tasks. lhe date and identification (e.g. the initials) of person in the
lab rellolXJnsible for carrying 01lt contracted work are considered adequate. For repetiti",e routine tasks, the re\'iew
need be made only at the inhial enquiry stage or on blfanting. of the contruct for on-going routin~ work performed
under a general ogr~ment with the CUJHOmer, provided the cugtomer's requirements remain unchanged. For new.
complex or advanced testing/calibration tosks. a more comprehensive record should be maintained.
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· .
RequiremenL"i Document AsseS5ment

Review ("onmliunt
Doel'i the review also cover any work that i~ subcontrocted by the lob'! Ves - s",npled

contract re\'i~ws

443

· .
Requirement....

Document Assessment
Review Comoliam

Is the customer informed of any deviation from the contract'! Ye~

444

, ,

Requirements
Document Assessment

Review Conmlian(
If a contract needs to be amended after work ha..... commenced. is Ihe same Yes
contract re\,jew process repealed Dnd Me any amendments communic3(ed to all
affected personnel'!

445

4.5 Subcontracting of Tesls/Calibrations

, ,

Requirements
Document Assessment
Re,·jew COn1nliant

When a lab subconlracL... work whether bec:!use of unforeseen reasons (e.g. ·Approved
workload. need for further experti,e, or temporary incapacity) or on 0 vendor's lisl
continuing basis (e.g. through pennanenl subcontracting. agency or franchisini
arrongements). is work placed with a competent subcontraetor'! A competent
subcontractor is One thet. fOr exompte. complies with the International Stondard
for the work in question.

451

· .

Requiremenls
Document AS5~ment

RC\'iew Conmliant
Does the laboratory advise the customer of the arrangement in writing and. ·Yes - contrncl
when appropriate. gain the approval of the customer (preferably in writing)'! review

452
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· .

RequiremenL" Document A.ssessment
Review Ccmmliam

Is the laboratory responsible to the customer ror the subcontrnclo(s work. Yes - reviewed
exc~t in the casewh~ the customer/rebrul;uory authority specifies which sample test ropon
subcontr~ctor is to be used'! for SUbconlt1lCled

tests

453

· .

Requiremenl~
Documenl Assessmenl
Review COllloliant

Does the laboratory maintain a register or all subcontractors thai it uses for °Approved
tests/calibrations and 8 record or evidence orcompliance with the International vendor's list
Standard for the work in question'!

454

4.6 Purchasing Sen'ices/Supplies

461· .

RequiremenL"
Document Assessment

Review ComplIant
I Does the labonllory have a policy/procedure for selection/purchasing of Management
services/:;upplies it uses that affecl the quality ortesLc;/calibl1nions'! System Manual,

narauraoh 4.6
Do pro~(hlre.c; exist for purcha."e, reception, and storage or reagenLli and lab Management
consumable maleriills rele\'ont for tests/calibrations'! SySlem Manual,

,.,.a"raoh 4.6

46"· .•
Requirements

Docwnen{ Assessment
Review Comnlianl

Does the lilboratory ensure purchased supplies/reagents/consumable materials N/A
that affect the quality ofresL,/calibrntion., are nOI used untillh"}' have been
inspected or olhe-twise verified as complying with standard specifications or
requirements defined in the method for test/calibralions concerned'!

Do services/supplies used comply with specified requirements? N/A

Are records ofactions taken to check compliance maintained? °N/A

· .

Requirements
Document Assessment
Review Camnlian'

Do purchasing documenLl; for items affecting the quality of Inborntory output ·N/A
contilin data describing services/supplies ordered?

Are these purchasing documen1S reviewed/approved for technical content prior N/A
to release?

463


